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DETAILED ACTION 
Election/Restrictions 

1 . Newly submitted claim 34-41 are directed to an invention that is independent or 
distinct from the invention originally claimed for the following reasons: Claims 34-41 are 
directed to a method of making the apparatus that were not presented in the original set 
of claims. Had they been originally presented, a restriction requirement would have 
been called for. 

Since applicant has received an action on the merits for the original invention 
(elected species of apparatus vs. method of making), this invention has been 
constructively elected by original presentation for prosecution on the merits. 
Accordingly, claims 34-41 are withdrawn from consideration as being directed to a non- 
elected invention. See 37 CFR 1.142(b) and MPEP § 821.03. 

2. Claim 7 is objected to because of the following informalities: typo "radiopaque 
marker larger than". Appropriate correction is required. 

Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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2. Claims 1, 3, 6 and 7 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Goicoechea et al. (USPN 5,609,627) 

3. Goicoechea discloses a stent comprising a structural body having a certain level 
of radiopacity (nitinol) and at least one marker holder integrally formed therein (Fig 4A, 
the marker holder is the two struts shown holding the marker (17)). The device 
comprises a radiopaque marker (17) attachable within the marker holder. The marker 
holder includes a pair of projecting fingers (each strut), which define a substantially V- 
shaped opening (space between the two struts). The radiopaque marker includes a 
substantially V shaped mounting region (the lumen of the coil and the inner surface of 
the coil are considered the mounting region, since that would be the portion of the 
marker that would mount onto or come in contact with the struts). The mounting region 
fits within the opening defined by the fingers (note: claim does not require entirely 
within). (Alternatively the mounting region is only that portion of the coil that is physically 
inside the opening). The projecting fingers are connected at a notched region (peak of 
the undulation where the two struts meet), which allows the projecting fingers to move 
laterally to accept the radiopaque maker. Regarding claims 6 and 7 , the mounting 
region is consider to be all of the internal surface of the coil, and so, the angle, defined 
by the portion of the coil that is outside of the mounting region (17) has a larger angle 
that that of the opening. 
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4. Claims 2, 4, 6, 7, 32 and 33 are rejected under 35 U.S.C. 102(b) as 
anticipated by or, in the alternative, under 35 U.S.C. 103(a) as obvious over 
Goicoechea et al. 

5. Goicoechea discloses the stent substantially as claimed as stated above. As to 
claims 2, 4, 6, 7, 32 and 33, Goicoechea teaches a radiopaque marker attached to the 
marker holder, but is silent as to how the marker is attached. The claimed phrase "by a 
heat weld" is being treated as a Product by Process limitation. As to claims 6 and 7, the 
limitations that "the V-shaped opening defined by the projecting fingers defines a 
particular first angle when the pair of projecting fingers are unattached to the marker 
and the V shaped region of the radiopaque marker defines an angle which is larger than 
the angle of the V-shaped opening" and "the mounting region of the radiopaque marker 
larger than the opening defined by the projecting finger" are structural limitations that 
are directed toward the manufacturing process of the stent and are not directed toward 
the structure of the final product. As such these claims are also being treated as 
claiming Product by Process limitations. As set forth in the MPEP 2113, "Even though 
product-by-process claims are limited by and defined by the process, determination of 
patentability is based on the product itself. The patentability of a product does not 
depend on its method of production. If the product in the product-by-process claim is the 
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same as or obvious from a product of the prior art, the claim is unpatentable even 
though the prior product was made by a different process." In re Thorpe, 777 F.2d 695, 
698, 227 USPQ 964, 966 (Fed. Cir. 1985) (citations omitted) (See MPEP § 2113). 
Examiner will thus evaluate the product claims without giving much weight to the 
method of its manufacture. 

Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. Claims 8-15, 17, 18, 21 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Goicoechea in view of Duerig et al (USPN 6,503,271). 

8. Goicoechea discloses the device substantially as claimed as stated above except 
for the limitation that the radiopaque marker is made from a nickel-titanium alloy 
including a ternary element. 

9. Duerig discloses a stent with radiopaque markers that are made form a nickel- 
titanium alloy with a ternary element that is platinum (Col 10, lines 15-23). Duerig 
further discloses that use of a micro-alloy is advantageous to overcome the challenge of 
galvanic corrosion (Col 4, lines 22-24). 

10. Goicoechea discloses the stent substantially as claimed as stated above. As to 
claims 13, 14, 17, 19 and 21, Goicoechea teaches a radiopaque marker attached to the 
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marker holder, but is silent as to how the marker is attached. The claimed phrase "by a 
heat weld" and "by melting" is being treated as a Product by Process limitation. As to 
claim 21 , the limitations that "the V-shaped opening defined by the projecting fingers 
defines a particular first angle when the pair of projecting fingers are unattached to the 
marker and the V shaped region of the radiopaque marker defines an angle which is 
larger than the angle of the V-shaped opening" is a structural limitation that is directed 
toward the manufacturing process of the stent and is not directed toward the structure of 
the final product. As such this claim is also being treated as claiming a Product by 
Process limitation. As set forth in the MPEP 2113, "Even though product-by-process 
claims are limited by and defined by the process, determination of patentability is based 
on the product itself. The patentability of a product does not depend on its method of 
production. If the product in the product-by-process claim is the same as or obvious 
from a product of the prior art, the claim is unpatentable even though the prior product 
was made by a different process." In re Thorpe, 777 F.2d 695, 698, 227 USPQ 964, 
966 (Fed. Cir. 1985) (citations omitted) (See MPEP § 2113). Examiner will thus 
evaluate the product claims without giving much weight to the method of its 
manufacture. 

1 1 . Regarding claim 10, Goicoechea in view of Duerig discloses the claimed 
invention except for the atomic percent of platinum. It would have been obvious to one 
having ordinary skill in the art at the time the invention was made to provide platinum in 
the percentage of between and including 2.5% and 15%, since it has been held that 
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discovering an optimum value of a result effective variable involves only routine skill in 
the art. In re Boesch 617 F.2d 272,205 USPQ 215 (CCPA 1980). 

12 Claims 1-4, 6, 7, 32 and 33 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Frantzen (USPN 5, 741,327). 

13. Frantzen discloses a stent comprising a structural body having a certain level of 
radiopacity (nitinol) and at least one marker holder integrally formed therein (For 
example Fig. 1 1, 64, 67). The device comprises a radiopaque marker (96) attachable 
within the marker holder. The marker holder includes a pair of projecting fingers, which 
define an opening (62). The radiopaque marker (94) includes a mounting region (96) 
The mounting region fits within the opening defined by the fingers The projecting fingers 
are connected at a notched region (for example Fig. 7, 68), which allows the projecting 
fingers to move laterally to accept the radiopaque maker. The marker is attached to the 
fingers by a heat weld (Col 7, L64) 

14. Frantzen does not explicitly disclose that the opening and the radiopaque marker 
are V-shaped. However, Frantzen does disclose that the "while the knob (94) is 
preferably shown as round and matching the rounded space (62), various different 
matching patterns for the knob and rounded space could be successfully utilized... so 
long as the knob can be oriented within the rounded space" (C9: L43-49). 

1 5. It would have been obvious to one having ordinary skill in the art at the time of 
the invention to alter the shape of the radiopaque markers and corresponding space to 
be V-shaped, since it is contemplated by the prior art that various shapes or patterns 


Application/Control Number: 10/661. ,361 Page 8 

Art Unit: 3731 

can be utilized without departing from the scope of the invention. Such a modification 
would have involved a mere change in the shape of a component, which is generally 
recognized as being within the level of ordinary skill in the art. In re Rose, 105 USPQ 
237 (CCPA 1955). 

16. As to claims 6 and 7, the limitations that "the V-shaped opening defined by the 
projecting fingers defines a particular first angle when the pair of projecting fingers are 
unattached to the marker and the V shaped region of the radiopaque marker defines an 
angle which is larger than the angle of the V-shaped opening" and "the mounting region 
of the radiopaque marker larger than the opening defined by the projecting finger" are 
structural limitations that are directed toward the manufacturing process of the stent and 
are not directed toward the structure of the final product. As such these claims are also 
being treated as claiming Product by Process limitations. As set forth in the MPEP 
21 13, "Even though product-by-process claims are limited by and defined by the 
process, determination of patentability is based on the product itself. The patentability of 
a product does not depend on its method of production. If the product in the product-by- 
process. claim is the same as or obvious from a product of the prior art, the claim is 
unpatentable even though the prior product was made by a different process." In re 
Thorpe, 777 F,2d 695, 698, 227 USPQ 964, 966 (Fed. Cir. 1985) (citations omitted) 
(See MPEP § 21 13). Examiner will thus evaluate the product claims without giving 
much weight to the method of its manufacture. 
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Claims 8-15, 17, 18 and 21 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Frantzen in view of Duerig et al (USPN 6,503,271). 

8. Frantzen discloses the device substantially as claimed as stated above except 
for the limitation that the radiopaque marker is made from a nickel-titanium alloy 
including a ternary element. 

9. Duerig discloses a stent with radiopaque markers that are made form a nickel- 
titanium alloy with a ternary element that is platinum (Col 10, lines 15-23). Duerig 
further discloses that use of a micro-alloy is advantageous to overcome the challenge of 
galvanic corrosion (Col 4, lines 22-24). 

10. As to claims 21 , the limitations that "the V-shaped opening defined by the 
projecting fingers defines a particular first angle when the pair of projecting fingers are 
unattached to the marker and the V shaped region of the radiopaque marker defines an 
angle which is larger than the angle of the V-shaped opening" is a structural limitation 
that is directed toward the manufacturing process of the stent and is not directed toward 
the structure of the final product. As such this claim is also being treated as claiming a 
Product by Process limitation. As set forth in the MPEP 2113, "Even though product- 
by-process claims are limited by and defined by the process, determination of 
patentability is based on the product itself. The patentability of a product does not 
depend on its method of production. If the product in the product-by-process claim is the 
same as or obvious from a product of the prior art, the claim is unpatentable even 
though the prior product was made by a different process." In re Thorpe, 777 F.2d 695, 
698, 227 USPQ 964, 966 (Fed. Cir. 1985) (citations omitted) (See MPEP § 2113). 
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Examiner will thus evaluate the product claims without giving much weight to the 
method of its manufacture. 

1 1 . Regarding claim 10, Frantzen in view of Duerig discloses the claimed invention 
except for the atomic percent of platinum. It would have been obvious to one having 
ordinary skill in the art at the time the invention was made to provide platinum in the 
percentage of between and including 2.5% and 15%, since it has been held that 
discovering an optimum value of a result effective variable involves only routine skill in 
the art. In re Boesch 617 F.2d 272,205 USPQ 215 (CCPA 1980). 

Response to Arguments 

1 . Applicant's arguments filed 06/20/07 have been fully considered but they are not 
persuasive. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
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extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Elizabeth Houston whose telephone number is 571-272- 
7134. The examiner can normally be reached on M-F 9:00-5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan Nguyen can be reached on 571-272-4963. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

ANrf^JANT^lGUYEN 
SUPERVISORY PATENT EXAMINER 



